
UNITED STATES OF AMEIUCA 
BEFORE THE FOOD AND DRU 
DEPARTMENT OF HEALTH 

In the Matter of ) 
1 

of Approval of Bayer Co 1 -4 
New Animal Drug Application L> 

Enrofloxacin for Poultry: 

(NADA) 140-828 (Baytril) 

The Center for Veterinary Medicine ("CVM" or " r") hereby Serves the 

following interrogatories to Bayer Co ration ("Bayer") and 

2002, as agreed by the parties, Bayer serve ers upon counsel for the Cent 

separately, in writing, and pursuant to the declaration under penalty of perjury contained in 18 

U.S.C. $1746. 

ng and Bayer remains under a continuing duty to 

supplement its responses. 

Definitions and Instructions 

For purposes of these interrogatories: 

A. "Bayer" means Bayer Corporation, any p 
subsidiaries, affiliates, branches, and div 

s or SUCCeSSOr corporations, 
wherever located, and each of its 



present or former directors, officers, employees, agents, 
any other person acting or purporting to act on behalf of 

epresentatives, and 

B. "Agent" or "agents" means any person employed by Bayer or working under 
Bayer's supervisi 
but not limited to 
distributors, laboratories, con 

physicians, and attorneys. 

C. "And" and "or" sh 
depending on the 

e interpreted liberally, as conjunctive, disjunctive, or both, 
t, so that the fullest disclosure o formation is achieved. 

D. "Breakpoint" means 

aracterize bacteria as 
clinically susceptible, intermediate, or resistant. 

E. 

F. 

"Document" or "Documentation" means handwritten, typed, printed, or visually, 
electronically, or orally reproduced material of any kind in which information, 
facts, thoughts, or expressions of any kind are in any way preserved or recorded, 

on 

G. "Fluoroquinolone-resistant C obacter" 
exhibiting ciprofloxacin MICs of 4 ,ug/mL (m 

H. "Fluoroquinolone-sus 
exhibiting cipro 

I. "High level MIC" means Ca in MI 
16 ,ug/mL (micrograms per milliliter) or greater. 

J. 

letter, memorandum, note 
title of each author of the 
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K. "Including" means "including without limitation." 

L. "Poultry" means both chickens and turkeys. When 
"poultry," Bayer should provide responses to the i 
turkeys separately, if such information is available. 

ogatory asks about 
ry for chickens and 

M. 

N. 

0. 

"Relating to" and "regarding" mean consis 
identifying, stating, dealing with, or in any 

aining, embodying, reflecting, 
aining to, either directly or 

singular includ 
tense of any verb includes 

If Bayer asserts a claim of privilege (includi n responding or 

P. If Bayer believes there to be any ambiguity in construing an 
definition, or instruction, 
state the matter decreed 
the interrogatories. 

gatory as completely as possible and 
ous and the construction selected in responding to 

R. If Bayer objects to any interrogatory or any part of an interrogatory, state the 
reasons for the o 

- by state, in the United States 
by operation type (i.e., hatchery, breeder, grow-out) 

by species (chicken and turkey) 

- 
- by operation size 
- 

2. How many birds (chickens and er 
containing enrofloxacin in each year fr tual 

3 



numbers of poultry, n 
number of chickens 

3. On average, how often is enrofloxacin used in each poultry house per year? Provide any data 
on treatment history by house. 

4. For each country in which enrofl 
"approval" or not), how is enrofl 
for growth promotion, etc.)? 

5. State the quantity (and state the units) of cip 
and/or diarrhea in each year from 1985 - pr 
prescription and marketing data for this time period. 

6.  On average, how often is the litter in poultry houses in the United States "scraped-out" and 
replaced with fi-esh litter? 

9. What other quinolones/fluoroquinolones have been used 
1985 to the present, and 

used in poultry (whether und 
lly used @e., therapeutically, proph 

oultry in the United States from 
were they approved (if approved) for and actu ed 

1 1. How much money (gross 
poultry each year from th 

et) has Bayer made 
before approval in 

country? 

12. How much money (gr the 
treatment of gastroente 
approval in each country through the present, by country? 

the year before 

13. When, in what form, and for what indicat 
equivalent regulatory mechanism) for use 
approved? 

approved (or other 
ry where it is or was ever 

14. Was 
coun 

oval to use enro 
so, state the country(ies), dates of with 

15. Has any country denied an io 
mechanism) to use enrofloxacin in poultry? If so, st ates of denial, and 
reasons? 

16. When was ciprofloxacin 
country, and for what in 

ed (or other equival 
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17. What is the "Harvard Risk 
Risk Assessment? Who fi 

18. How much money does Bayer 
fiom 1995 through 
each year fiom 199 

poultry in the United States? When was enroflo 
poultry? 

21. When do Bayer's patent(s) for ciprofloxacin expire ( 

22. When do Bayer's patent(s) for enrofloxacin expire (in the United States)? 

23. What c 
United 
States? 

24. On average, how many poultry flocks ised per d States? 

25. basis does Bayer have fo at sick poultry h 
healthy poultry? 

26. Besides CVM's risk assessment, what other risk assess 
impact of fluoroquinolone-resistant Campylobacter on 

27. What CDC data sets were made available to Dr. Cox in 
on the impact of fluoroquinolone resistant Campylobacter on human health? 

28. What is the bas 
camp ylobacteri 

29. What is the basis dose response model used in his 

30. Does Bayer believe tha 
(Black, R.E, Levine, 
Infection in Humans. 

30. Does Bayer believe t 
CFU has a zero poss 



3 1. Identify the contributing genetic mechanisms underlying fluoroq e resistance in 
Campylo ba ct er? 

ence of horizontal ge 

33. Is Camplobacter jejuni a human pathogen? 

be to hum 1 

35. Is 
St 

lobacter commonly (Le., greater than 50%) fo in live poultry in the United 

36. Are chicken carcasses frequently (i.e., at least 4 Campylobacter in 
United States? 

37. Are retail poultry meats oft (i.e., at least 20%) contaminated fluoroquinolone-resistant 
Campylobacter in the United States? 

38. Does the use of Baytril in Campylobacter-colonized p 
MICs in Campylobacter? 

39. Are poultry a source of sporadic Campylo 

40. Is Campylobacter among the most frequently report auses of bacterial enteritis in S 
in the U.S.? 

41. What are the established interpretive criteria 

acin 

43. What percentage of chick 
quantities of water to receiv 
suffering from E. coli (col 
quantities of water to rece 

44. What dosage of enrofloxacin 

45. In the United States, wh 
treating gastroenteritis 
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d 

46. Are macrolides e drugs of c g human Campylobacter 
infections in the 

47. Why do an increasing number of studies i 
fluoroquinolone-resistant Campylobacter 
the introduction of fluoroquinolones for the tre 

48. Is there a link between the v 
of fluoroquinolone-resistant 

50. What was the level 

5 1.  Do agents other than fluoroquinol 
Campylobacter s and 
underlying mec by W 

52. What is the relationship between the ce 
subsequent decrease in prevalence of fluoroquinolone- resi 
poultry? in retail poultry meat? in humans? 

53. Are antimicrobials e ciat 

55. Are Campylobactev intri 
pathogens (i.e., Salmone 

less susceptible to fluoroquinolones than are other enteric 
coli)? If so, why? 

56. Do Campylobacter mutate more frequently to h 
enteric pathogens (i.e., Salmonella or E. coli)? 

57. Do certain clo of Campylobac 
successive broi 

58. Can litter function as 
house? If yes, how 1 
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fluoroquinolone-resistant Campylobacter as compared to fluoroquinolone-susceptible 
Campylobacter? 

59. What other antimicrobials (other than 
E. coli (colibacillosis) in chickens and 
each country where enrofloxacin is or has been used in 

61. How offen (percentage of 
tests performed on bacteri 
prior to initiating antimicr 

62. How does the veterinari 
only used when infectio 

63. What is the preferred genot of Campylobacter? ? 

65. How many distinct mutations are nec 
of Campylobacter? 

66. How many distinct mutations ar 
of most other enteric pathogens 

sistant strains 

67. In actual practice, what perce 
chlorination of drinking wate 

ied b 

68. What side effects to the poultry are ass iated with the use of 
percentage of birds experience each such side effect? 

69. Is there any difference in the m 
poultry colonized with fluoroqu 
resistant Campylobacter? If so, 

70. Explain the meaning of 
campylobacteriosis in 
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71. How does genomic instability in 
genetic typing materials? 

72. Do mixed cultures of Campylobacter play a part in antimicrobial 
describe how. 

73. In Campylobactev- ing) eliminate 
the majority of sus mpylobacter isolates? 

74. Is it Bayer's position modeling the impact of 

75. After ending treatment wit 
Campylobacter shed in the 

are fluoroquinolone-resistant 

Submitted this 24th day of June, 2002, by: 



Enrofloxacin Hearing 
Docket No: OON-1571 

CERTIFICATE OF SE 

I hereby certify that an original and on 
Veterinary Medicine's Interrogatories to Ba 
day of June, 2002, to: 

5630 Fishers Lane (Room 1061) 
Rockville, MD 20852 

I also certify th he Interrogatorie d delivered and e- 
mailed, this 24th day o to: 

ge (ddav 

Room 9-57. HF-3 
5600 Fishers Lane 
Rockville, 

d sent by U.S. 

McDermott, Will & E 
600 13th Street, NW 
Washington, DC 20005 

and 

Veterinary Medicine 
5600 Fishers Lane (GCF-1) 



Rockville, MD 20857 
(301) 827-5050 
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